
*bEPdRTMENT OF HEA&Ttj 

Food and Drug Administration 

21 CFR Parts 510,520,522, and 524 

New Animal Drugs; Change of Sponsor 

AGENCY: Food and Drug Administration, HHS’. 

ACTION: Final rule. 
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SUMMARY: The Food and Drug Administration (FDA) is amending the animal 

drug regulations to reflect a change of sponsor for 12 approved new animal 

drug applications (NADAs) 

Health, Division of Wyeth. 

from A. H. Robins Co. to Fprt Dodge Animal 

DATES: This rule is effective [ime@ date of publication in the Federal Register]. 

FOR FURTHER INFORMATION ~QIj‘JA~~;,~?.@q&, w. Luther,, Center for Veterinqy _/ < ,-_ ,/., 

Medicine (HFV-104), Food and Drug Administration, 7519 Standish Pl., 

Rockville, MD 20855, 301-827-8549, e-mail: lluther@cvrn.fda.gov. 

SUPPLEMENTARY INFORMATION: A. H. Robins.C,o., P.O. BOX 518, Fort Dodge, IA 

50501-0518, has informed FDA t”hat it has transferred ,o+meghip of, and all 

rights and interest in, the following 12 approved NADAs to Fort Dodge Animal 

Health, Division of Wyeth, 800 Fifth St. NW., Fort Dodge, IA 50501: 

tj4!3-715 1 ROBAXIN-V Tablets 
091-065 
693-105 &&...ij 

ROBIZONE-V 
ROBIZONE-V 
ROBIZONE Injectable 20% 
Robin&V Injectable 
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Accordingly, the agency is mending the regulations in ‘21 CFR 520.88b, 

520.88f,520.1380,520.1720a,52,2.775, 522.1066,522~1085,52‘2.1380, _i 
522.1720,522.2470, and 524.1600atoreflectthe transfer,ofownership and to 

reflect current format. 

Following this change of sponsorship, A. H. RobinsSCo. .is.no longer the 

sponsor of any approved application. Accordingly, 21 CFR 510.600(c) is being 

amended to remove the entries for A. H. Robi,ns.Co.. ,, . 

This rule does not meet, the defi;nit@n of ,“ru&“.in, Fi,,uJS.C. ,804(3)(A) 

because it is a rule of “particular applicability. “’ Therefore, it is not subject 

to the congressional review requirements in 5 TJ.S.C! 8Q5~80Q. 

List of Subjects 

21 CFR Part 510 

Administrative practice and procedure, Animal drugs, ILabeling, Reporting 

and recordkeeping requirements. 

21 CFRParts 520,522, and 524 

Animal drugs. 

Therefore, under the Federal Food, Drug, and Cosmetic Act and under 

authority delegated to the Commissioner of Food and+Drugs and redelegated 

to the Center for Veterinary Medicine, 2i CFR parts .SlO, 520, 522, and 524 

are amended as follows:. 

PART 510-NEW ANlt/lA& IJRUFS > 

1. The authority citation for 21 CFR part 510 continues to read as foJ!ows: 

Authority:21 U.S.C. 321,331,351,352,353,36ob, 371,379e. 
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-~5loxi*o [Amended] 

2. Section 510.600 Names, addresses, and drug ‘Ii&lG codes of sponikirs , ~_., ^“_.l _, , 

of approved applications is amended in the table in paragraph (c)(l) by 

removing the entry for “A. H. Robins Co.” and in the table in paragraph (c)(2) 

by removing the entry for "000031". 

PART 520-oRAL DOSAGE Fo~~,.~~~.~~~~~L,..~.~~~~’ I .( \,.:- ,I L 
.- .,I %a 1. - (” ,. . . . . 

3. The authority citation for 21 CF’R part 526 continues to read as follows: 

Authority: 21 U.S.C. 360b. 

9 520.88b [Amended] 

4. Section 520.88b Amoxicillin trihydrate for oral‘&pk&ion is amended 

in paragraph (c) by removing “000031 and 000093" and by adding in its place 

“000093 and 000856". 

3 520.88f [Amended] 

5. Section 520.88f Amoxicillin trihydrate table6is amended in paragraph 

(b) by removing “00o031 or 00oO93" and by adding in its place “000093 and 

000856". 

9 520.1380 [Amended] 

6. Section 520.1380 Methocarbamol tablets is amended in paragraph (c) 

by removing "00o031" and by adding in its place “ood856". 

3 520.1720a [Amended] ’ ‘” ” ’ 

7. Section 520.172Oa Phenylbutazone tablets an’d boluses is ‘amended in 

paragraph (b)(3) by removing “0Ooo31". 

PART 522~IMPLANTATlON‘ OR ?NJiECTABLE DOSA%E ‘FijiWW”EW’~N~hdAL ’ 

DRUGS 

8. The authority citation for il CFR part 522’don&ues’to read as fo~lb~&f 
/ 
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Authority: 21 U.S.C. 360b. 

5 522.775 [Amended] 

9. Section 522.775 Doxapram hydrochloride injection is amended in 

paragraph (b) by removing “000031” and by adding in its place “000856”. 

8 522.1066 [Amended] ’ 

10. Section 522.1066 Glycopyr-rolate injection is amended in paragraph (b) 

by removing “00003l" and by adding in its place “00085fj". 

$522.1085 [Amended] 

11. Section 522.1085 Guaifenesin sterile powder is amended in paragraph 

(b) by removing “No. 000031" and’by adding in its place “Nos. 000856". 

g522.1380 [Amended] 

12. Section 522.1380 Methocarbamol injection is amended in paragraph .._ 

(b) by removing "oo0o31" and by adding in its piace“Wo. Ob'&%6". " ' "'" ' 

8 522.1720 [Amended] 

13. Section 522.1720 Phenylbutazone injection’is amended in paragraph ‘. 

(b)(l) by removing “000031" and by numerically adding “000856". 

5522.2470 [Amended] 

14. Section 522.2470 Tiletamine hydrochloride and zolazepam 

hydrochloride for injection is amended in paragraph (b) by removing “000031” 

and by adding in its place "000856". 

PART 524-OPHTHALMIC AND’TOPICAL D~OSAGE l=ORM NEW &NIlillAL 

DRUGS 

15. The authority citation for 21 CFR part 524 continues to read as follows: 

Authority: 21 U.S.C. 360b. 
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--§ i%i4:16OOa [AmendtidJ 

16. Section 524.1600a Nystatin, neomycin, thiostrepton, and triaticinolone 

acetonide ointment is amended in paragraph @I) by removing “000031" and 

by numerically adding “000856”. 

Dated: e 

Center for Veterinary Medicine. 

[FR Dot. 02-????? Filed ??-??-02; 8:+5 am] 

BILLING CODE 4160-01-S 


